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§ 349.79 Labeling of permitted com-
binations of active ingredients. 

Statements of identity, indications, 
warnings, and directions for use, re-
spectively, applicable to each ingre-
dient in the product may be combined 
to eliminate duplicative words or 
phrases so that the resulting informa-
tion is clear and understandable. 

(a) Statement of identity. For a com-
bination drug product that has an es-
tablished name, the labeling of the 
product states the established name of 
the combination drug product, followed 
by the statement of identity for each 
ingredient in the combination, as es-
tablished in the statement of identity 
sections of this part. For a combina-
tion drug product that does not have 
an established name, the labeling of 
the product states the statement of 
identity for each ingredient in the 
combination, as established in the 
statement of identity sections of this 
part. 

(b) Indications. The labeling of the 
product states, under the heading ‘‘In-
dications,’’ the indication(s) for each 
ingredient in the combination, as es-
tablished in the indications sections of 
this part. 

(c) Warnings. The labeling of the 
product states, under the heading 
‘‘Warnings,’’ the warning(s) for each in-
gredient in the combination, as estab-
lished in the warnings sections of this 
part. 

(d) Directions. The labeling of the 
product states, under the heading ‘‘Di-
rections,’’ directions that conform to 
the directions established for each in-
gredient in the directions sections of 
this part. When the time intervals or 
age limitations for administration of 
the individual ingredients differ, the 
directions for the combination product 
may not exceed any maximum dosage 
limits established for the individual in-
gredients in the applicable OTC drug 
monograph.

§ 349.80 Professional labeling. 
The labeling of any OTC ophthalmic 

demulcent drug product provided to 
health professionals (but not to the 
general public) may contain instruc-
tions for the use of these products in 
professional eye examinations (i.e. 
gonioscopy, electroretinography).
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EFFECTIVE DATE NOTE: At 64 FR 27687, May 
21, 1999, part 352 was added, effective May 21, 
2001. At 65 FR 36319, June 8, 2000, the effec-
tive date was delayed until Dec. 31, 2002. At 
66 FR 67485, Dec. 31, 2001, the effective date 
was stayed until further notice.

Subpart A—General Provisions

§ 352.1 Scope. 
(a) An over-the-counter sunscreen 

drug product in a form suitable for top-
ical administration is generally recog-
nized as safe and effective and is not 
misbranded if it meets each condition 
in this part and each general condition 
established in § 330.1 of this chapter. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to Chapter I of Title 21 
unless otherwise noted.

§ 352.3 Definitions. 
As used in this part: 

VerDate Jan<31>2003 08:36 Apr 12, 2003 Jkt 200067 PO 00000 Frm 00274 Fmt 8010 Sfmt 8010 Y:\SGML\200067T.XXX 200067T


		Superintendent of Documents
	2014-12-02T15:46:43-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




